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A. Title: Web (YouTube) based educational intervention to improve patient
physiciamawareness of cardiovascular risk in rheumatoid arthritis

B. Organizational detail: Rush is notfor-profit health care, education and research enterprise.

Rush University Medical Center (RUMC) encompasses-begbdospital. Thenissionof RUMC is

to provide the best care for our patients. A unique combination of research and patient care has
earned Rush national rankings in 9/ 16 specialty areas $1 News & World Repsr201314

America's Best Hospitalssue. Our education and research endeavors, communitycgervi

programs are dedicated to enhancing excellence in patient care in the Chicago areaQRUMO 2 NB
valuest innovation, collaboration, accountability, respect and excellen¢enslate into highest
quality patient care. The Department of Medicfdé@ f [8p-isRi8di¢dited to supporting research
endeavors to improve patient care. Henbeth the organization andepartmental leadership are

committed to improving patient Carﬁq?mjw
Bk
The D|V|S|on of Rheumatolﬂgy at RUM ' affllla%{snmmnowdes care to

locations. At RUMGHe s
(JSH) is affiliated and i

ohn Stroger Hospital
t05 (P1) has clinical privileges at
both the hospitalsiThel0SH wKSdzYlF G62f 238 AdA2y LINRPDARSE
rheumatology patientsy mostly with dical insurancg Approximately 1000 RA
patients per yearsare Seen by RheurIaRQHﬂEJﬂcombine RUMC and JSH)
Rheumatology divisidlli@adership and faculty are actively engaged ik investigatibiated

clinical trials, incﬁxdln umy provement prOJects d -.f.f

iahz!ﬁg in design and testing

ductish. The proposed study will

cludifig experts in cardiovascular
resources of the

odological aigiikelihood of

The Department afiPre ntlve V\L) UMC has been sp
of rigorous multile
have access to its s
prevention, cardiemetabolic coMiti
Department of Preventlvg'ﬂyledlcme V

success of this study. "-‘-% o

Other resources available to the Bin site Center for Clinical Studiasusy clinical trials
unit located within the Division of Rheumatology, helps with study coordination and patient
recruitment; and clinical assessments are performed on site. It Bas bonducting clinical
research and clinical trials successfully for more than 15 years. Approximaté6/ 30
protocols/year are performed, which include investigatoitiated research and multi site
clinical trials in RA and other conditions. It mainsaandiseas@riented database of
potential study volunteers. Other Center resources inclodese coordinators, a regulatory
affairs specialist, patient recruiters, phlebotomists, administrative, clerical and-bffice
staff, andphysician faculty of th Division of Rheumatology. Twonference rooms with
audiovisualequipmentare available. In additiometworked computer facilitieare available
for studycoordination, statistical and data analysis, and database management.

Interdisciplinary Leadership of the proposed project and their specific roles are as follows:
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Meenakshi JollyMD, MS is the lead Pl and an Associate Professor in Departmedidiive

(Division of Rheumatology). She is responsible for the concept, study design, regulatory aspects,
patient recruitment, data procurement, data management, analysis, interpretation, educational
intervention (EI), manuscript preparation and presergas. The Pl is an experienced and

trained clinical investigator in patient reported outcomes and efforts to optimize health

outcomes. She has a record of accomplishment with successful completion of projects; has
published in peereviewed journals and peented her research nationally and internationally.

Rasa Kazlauskait®D is an Assistant Professor of Preventive Medicine & Internal Medicine
(Preventive Cardiology & Endocrinology, Diabetes and Metabolism). Her expertise is in
cardiovascular risk scregrg and management, and is a Pl on NIH funded studies. Her role
will be in study design, development of study surveys (CVR awareness) and intervention
modules (expert opinion), data interpretafich®ang manuscript preparation.

(exp p ), l'ﬂfpl_ { -mw ptprep

Lisa Walt, Phis Experimeygi+Healt
Medicine. She has consitlerable 3
communication, and persuasion arenas as related to ri 'ors and prevention. Her role will

be in develoment ofistuc urve(EJ;Etjb ic@l) and | '
and social cognitive expertise), nd man@criptipreparation.
b !
Augustine Manadan, M3 an Associ or and Divisio ¢ of Rheumatology at JSH.
He willassist witgpatl nt recruitmen al, interpretati@n aﬁmanuscript preparation.

essor and Division Head of Rtamatol UMC. He will assist with

cholgﬁtﬁ at the Department of Preventive

and dével erase scenarios for

PHCP surveys, p ientr ruitm p aaccrual mterpre atiopfand manuscript preparation.

| aimed to improve

1. El development phase. %M

Aim 1. To develop a mulievel webbased EI for improving CVRA targeted to the patients with
RA and their primary healttare providers (PHCPs; see definition in section F). The intervention
will be designed over the first 6 months in collaborative efforpafientsand thetrans-

disciplinary panel of experis rheumatology, preventive cardiology/endocrinology, and
experimental health and social psychology.

2. Pilot-testing phase.

Aim 2A. To compare changes in CVRA in RA patients (a) aftebassn EI. We hypothesize a

20% increase in CVRA (measured using standardized survey)nab2ths post intervention;

(b) among patiats with and without wekbased EI. We hypothesize significantly greater
improvement in CVRA (using standardized survey) among RA patients with El as compared
to RA patients without El, at2 months.
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Aim 2B. To explore changes in cardiovascular risk screening (CVRS) at the primary health care
visits among RA patients with and without El, at one year.

E. Assessment of Need: Health care and disease burdehaardiovasculadisease among men

and women is substantial. Cardiovascular disease (CVD) is the leading cause of death and a

major cause of disability worldwide. Coronary artery disease (CAD) is the leading cause of death
worldwide. In the United State§€VD accounted for 34.4 % of the 2.4 million deaths in 2003,

and remains a major cause of health disparities and rising health care costs. In 2006, health care
spending and lost productivity from CVD exceeded $400 billion. Traditional risk factors for CVD

are male gender, dyslipidemia, hypertension, diabetes, smoking and family history of CVD.

Women have unique risk factofsr CAD (2),and CADE A Y LI Ol 2y 62YSy (NI R,
been under appreciated due to higher rates at younger ages in Memdeath rées from CAD

in US women 354 yrs of age are mggml isease is the leading cause of death in

women in every major develqm‘& untry and mds erging economies. First wepeeific
recommendations for CV_Q.;.preven or published |ﬁ-'3.p.99007 CvD stlll caused
approximately 1 death/miifute afiong women in the"lig \

physiciangemain regg.'dm RA in women

The American Heﬂ? As

independent CU_Lﬁk i

Ieast 1.3 million US adlilts-3% of WO na ; Usua?ll_ifgo of RA
: alitydin RA is CKB

Dciation ffew eaogn jz€S Bystemic &

between RA and_lr,ihe general oulatlon has W|denedl EBhemigtheartidisease in RA is often
silent, and precedes and:zadaremodifiable
traditional CVR fagtors ultaneously targeting RA
specific risksThe ingrease ) ned_bytradltlonal risk factors.
Immune dysregulati [ 0 aired coronary reserve,
elevated thrombotic ma'r.kers S -atm0|dal anti

inflammatory medication g.nd extart a2 |estat neacontrlbute to increased CVD risk
in RA (24). The absolute risk ' |shest for eld@y \ale patients with RA, whereas
relative risk iighest among vounq S with @&\ Innala et al reported

traditional CVD risks texplain new CVD events in very early RA, and it being potentiated by

high disease activit{6). Henceattention to both traditional and RApecific factorso decrease
CVD morbidity and mortality in RA is required.

Primary preventive screening before the onset of CVD is key to identifying modifiable
traditional CVD risk factol¥). Europeareague against rheumatislBULAR) guidelines
recommends CVRS using national guidelines for all RA pafigntshas been suggested that in
patients with low CVD risk and inactive RA, a lower frequency of assessment (e.g.-8very 2
years), could be adoptl. Currently there are no guidelines on this from the American College
of RheumatologyNational Cholesterol Education Program guidelire®mmend checking for
dyslipidemia in adult20 yrs every 5 years for the general population; to have this tested
more often if either there is dyslipidemia on screening, male gender >45 yrs, or a woman > 50
years, HDL <40 mg/dl, or if there are other risk factors for CVD. Cl&pteventive services
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task force guidelinestrongly recommends dyslipidemia screening for men ag88 yrs, and

for men between 2685 yrs only if they are at increased risk of CVD. For women, dyslipidemia
screening is only recommendedtliey are at risk for CVD by thetdsing these guidelines, RA
patients of any gender and age would be eligible for CVD and dyslipidemia screening

PatientPhysician based Els to target CVD risks are successful and can improve health outcomes
Several stuets show that El targeting CVD risks can improve outcomes and health behaviors. In
a study aimed at improving CVRA, a tailored El and CV risk screening were offered in two
communities. Greater knowledge was noted on post screening; 44% had consulted their
internist, while 69% made at least one healthy behavior change (8). Diabetes El is associated
with selfmanagement behavior (20), thus improving care outcomes, without having a major
impact on health care costs (10).In another study aimed at improvatdogeties care, an El that
targeted both the patient and physigi d-gg]qaﬁir ted the largest and most consistent drop in
hemoglobin A1C, as well as mﬁ est treatmen cﬂi@t—h(.’Ll) suggestinthéhpatient

physician dyad based El iﬁ‘av be a gan.either son alone, as is being proposed

in this project. :

Web-based EI (incl ;
and health outcomies in ies -12) - Web ) veral advantageer

2 ) quick access, globally
to vast number gk patiénts, efficientlyla i , quick i : ?n,with least

gcieeningror tr.'éjatment of dyslipidemia in
‘ 5 ionaﬁ!'CVD risks and-RA

Current Clinical G%s |d@ntifie ﬂ- ST
RA is far from optimal, €

specific isk/s are \@I note CVBin RA. However, the
presence of RA doé‘i-not a IERA patients &5 years), primary
lipid screening was peﬁgrme : 0 whﬁéll patients shoeiidere
dyslipidemia screening, mpardles ‘ S. Aq,u.;,s d pregicdedbilities of lipid

screenln were 26% for _ ents seeing rheuma olog st alone-46%4for atients with

any lipid testing (1819). Furthermore, upto 26% of RA patients without CVD have sufficiently
high risk for CVD to require statin therapy, yet and most of them remain untreated (20).

Potential reason$or poor CVRS iR despite the indication may includeck/limited

knowledgeamong RA patients and their PHE® | 0 2 dz(i  [iakk®f khowlBdgeNd & |

general about CVD risks in women and their PH@B$een previously reported. Women do

not always perceive themselvés be at risk for CVD (21). Furthermoexistent medical

literature is lackingn published studies in the United States in RA that (i) ascertain patient or
physician awareness of CVD risks, or (ii) compare the rates of CVRS pre and post El against RA
patients receiving usual care from PHCP. Theséoat®pportunitiesto make PHQR& | g NB 2 F
the existent gap in knowledge and thus the need for changing behaviors. In a study done in

United Kingdom, onl82% of general practitioners identified RA as afiosiCVI(22). They

reportedlack of educational resources this matter.
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Secondlylack of clarity on primary responsibility for CVRS inifRA patieét seeing two or

more physicians, may contribute to low CVRS and treatment. RA patients who saw their
primary care physician in the past year, in addition to their rheumatologist, were more likely to
get CVRS by their PHCP (23). Time constraints durihg/esitonay also burden the PHCP.
Performance of CVRSRhysician Quality Reporting Initiative (PQRRA may be helpful.

Currently, there are no published, effective, El targeting patiHCP CVRA in.RA

Furthermore, there ardarriers to use of cuantly available El resourcédassroom style

educational events) to improve CVRA among RA patients and their PCHP. These include access,
need for dedicated substantial time and/or financial commitment to attend continuous medical
education or other educanal events, lack of flexibility, which may impose on patient care or
personal time. Similar access, lack of flexibility, lack of awareness of resources available,
complexity in the content delivery,ﬁ%%%m;ﬁ '&e_d time and financial time commitments

may be encountered by RA patiénfsbrief, focused; Simple webased El, if found to be

effective, can overcome thé*above 0S aclé'&?"'qn
rapidly, and in a cost efféctive ’
F. Target Learner Au hrllce' rimany-augi A patle
benefitsfrom the pfojectiio RA pRt@Sﬁ in the

primary and secofidarygprevention of CVD in RACP refers to
identified by the R/vati€nt as their pri health care providé
rheumatologist,ﬁmil ractitioner, intIn r specialists o
G. Project Designﬁ d

As mentioned preyious

d be made available globally ,

i their PHCPs. Direct
improved awareness of

y health care provider

is may be their

nievel health providers.
_- nts, sited duration

tici

ethods; G.1. Study design, number of p
%t

, th '{GFQT ases

B
(1) El development phase é@nsisting of El development by in
team (including RA patients), and qualitative assessmen
&

Pilot-testing phase. -.’I&
We propose a Iongitudirllg'kpt 300 RA and 1ﬁy&%out El), to testrforary
d El, and compare that with CVRA

outcomeg change in CVRA ¥anths following wi
changes among RA patients witho ﬁft-'f'ﬁb?ﬁa‘ ﬁmm@ndary outcomes will explore the

rates of CVRS via medical chart review among RA patients with and without IE. Consenting
participants (RA patients (n=300) and PCHPs) will have (a) baseline survey on CVRA, followed
by a short El delivered via YouTubdea (n=150), followed by immediate aneBZnonth

follow up surveys, to quantitate changes in CVRA, (b) a medical record review of participating
RA patients (n=300) will be undertaken (records from preceding one year duration) and at 12
months (after basetie visit) to determine the changes in CVRS in RA (Figudaly)PHCPs
providing care to the El arm RA patients will receive the CVRA evaluations and the EI. Care will
be taken to avoid enrollment of PCHPs providing care to RA patients not in the tl @om,
confound the results.

4
disciplinary, collaborative
sed 0 refine the interveifion,

Educational approacis discussed in the sectioMle expect to reach out to 600 RA patients
at RUMC and JSH, with the goal of recruiting 300 RA patients over 12 months. This sereening
to-enrolment ratio is consistent with priously observed 10:9 ratio for survbgsed onevisit
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studies at RUPC and JSH. We expect to reach our expected goal of 300 RA patients even if
screenng-to-enrollment ratio erodes to 10:55ample size calculatioiio show an

improvement of 20% in overall CVRA, with 90% power and 0.05% alpha error, we need 127 RA
patients in each group.

H. Innovation: We did not find on our review of current medicaétiature (PubMed and Ovid

Medline) using the search terntsw K S dzY | (i 2 & RIGYSRRIDZONIG A R & 4t I AYWRI SNII Sy
G680 F2NJ Fyed SEA&GSY (G -BHCP VRSB utlizZYauliukd base ib dzR & LJI
improve CVRA. Furthermornase of patiertPH® dyador CVR EI has not been reported. We

feel confident that our study idea is original and Isegnificant advantages over existent

methods as it is easier, quicker and has significant potential applications. The you tube video El

if successful can baffered through National organizations e.g. American College of

Rheumatology or Arthritis Foundati 'ﬂ}ﬂgﬁ_@ made available to large numbers of RA

patients worldwide with less I(@ﬁﬁ?g's utilization 'aﬁd:f_%dvantages of privacy, flexibility and

access to sers. j.'ﬁ-" o :

This project builds upoR6ngoi i ity i i ivisions of Rheumatology, and
CVR management ttﬁi‘iug Pepartment of Preventive i . Rush has a history of
cardiovascular pre iop MSM : Mediz@partment. Dr.
Kazlauskaite is aﬁe i n's He ss the Nation and;NIH
funded project omreve of cardiovascular
disease in midif ; f a Lifestyle

Intervention on M abolic Syndr i ntake, stress management
and physical acfivity, [ t, who has extensive
theoretical and cti romgher work in NIH and
industry-funded gtal edd€atiofal talks through you tube
videos and social iafits arlﬁl'support groups, and is
building on this exp'%'enc 0] n collﬁ)oration with an expert in
preventive cardiology<The PH : iBjects aimed at quality
improvement projects, ~%H!ﬁ:othe ’ pIOVINg hea;l%outcomes in lupus. Dr. Jain and

Dr. Maradan are involved W‘q’u% provement pro;elgé“ specifically pertaining to RA

patients.

|. Outcomes Evaluation:l.1 CVRA refers to cardiovascular risk awareness, whereas CVRS
refersto cardiovascular risk screening.

1. El development phase: The primary otcome of the El development phase will be patient
centered El video and PHCeéntered El video aimed at increasing CVRA in RA patients and

their PHCP<. Pilot-testing phase: Primary outcomes of interest are (a) changes in CVRA after
an El among RA patiex) and (b) changes in CVRA rates among RA patients with and without IE
at 2-3 months. Our secondary outcome of interest is the change in rate of CVRS among RA
patients with and without IE at one year. Other exploratory outcomes may include correlation
between PHCPs CVRA and baseline CVRS; patient and PHCPs predictors of change in CVRS.
Outcomes evaluations in terms of metrics used for the needs assessment, and addressal of
gaps for each target group, and amount of changes expected are shown in Tablevl belo
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Table 1: Outcomes evaluations, expected change and addressal of gaps.

Aim Outcomes Evaluation Expectation Gap addressed

Phase 1/Aim1: Developmeh Pre testing and We expect the No educational interventions targeting patient
and implementation of a 30 Credibility surveys to |intervention module to PHCP CVR awareness are yet available for RA
minute web based (You evaluate the feedback be feasibleand credible patients.

Tube) educational provided by the patients  |(user friendly, content,

intervention to improve PHCP on the need for the Junderstandibility and

patient-physician awareness  |study, and on the ease, relevant) in improving

for CVR ilRA. content and knowledge of CVR in RA

understandability,
relevance of the
educational module.

Aim 2A: (a) Overall CVRA We expect a 20% Patients have poor knowledge in general about

To compare changes in CVRA |increase in CVRA at overallCVR, in women and in RA. No studies exist

in RA patients months post El yet in the United States in RA ascertaining patient

(a) after wehbased El and PHCP awareness of CVR, despite the

(b) with and without web documented increased risk of CVLRA.

based El (b) Overall CVRA . ha {H pVRA There is a lack of knowledge among PHCP about
}3‘: will be significantly” - 1"-, __|CVD risks among women and RA. No studies exist

greater among RA with *igt_‘in the United States in RA ascertaining guatti

-
’,;f,’" PHGP awareness of CVR, despite the documented
_5—-3_-" increasig‘QgVR in RA.
Aim 2B: Prevalence Prevalence rates of CVRS|'RA patients. RPHCP may not be clear on whose
To explore changes in €levant € ill psibilityfS.it for CVR assessment, when RA
cardiovascular risk screening J#jpel eesk 'pkysicians. Status of CVRS, lipid

(CVRS) at the primary health . lamong i or treatinent of dyslipidemia in RA is far
s

care visits among RA patie an al, eveniin Medicare age group

with and without EI. ,;:’ ere isjﬁck of knowledge in general
;‘z ks i women and their physicians.
;rj ist yem the United States in RA
[ patienrPHCP awareness of CVR,

Exploratory Analysis: Patiehf CVRS and changes in Modifiable patient and Predictors Bf CVRS:0r change in CVRS will allow
and PHCP correlates of CVRS |CVRS, Chande in CVRA |PHCP correlates of CVRS [evidence Based detfelopment of targeted

and changes in CVRS in Rdg' for'lRHCPs E‘.SXFE trategiesiior pa&n‘t’}md PHCP to improve CVRS
Change in PHCPs CVRA ollld De.identfied® RA fofftiture. llﬁ)rovement in CVRA in PHCP

- PHCP CVRAis will helgifecilitate further studies, interventions,
1 .
H‘ modifiable and BORI incentives
N
>

L |
CVRAEighteen modif‘gbjand ormodifiable traditiou CVRat')elng assessed(ajd-ifteen
Non-modifiable and mod‘ﬁ'a le CVR™ gender, Postmenopausal status, Ethnicity,
Family history of premature (9\4& in father at age s s, or mother at age <65 years),
smoking, dysliglemia, hypertenst‘r?"bﬁyﬁo&‘Hﬁﬁéhvﬂy, obesity (>20% over ideal body weight),
diabetes, stress, excessive alcohol, autoimmune diseases (e.g. RA), steroids, and (b)-three RA
specific (Disease activity, duration, use of steroids).

CVRS: Checklist usedtassess CVRS will include only primary CVR factors, and these will include
elicitation of history of diabetes (if present, glycosylated hemoglobin annually in diabetics),
dyslipidemia (if present, lipid panel in past one year), hypertension (if presamtt,ot of blood
pressure in past one year), rheumatoid arthritis (Steroids, lipid panel in past one year), smoking
(if present, education for cessation in past one year), poor activity level (if present, education

on exercise in past one year), obesityp(ésent, BMI and/or weight loss education

documentation in past one year), family history of CVD.

Data Collection: All consecutive patients with a diagnosis of RA seen in the Rheumatology clinics
will be sought for participationinclusion criteriaA.RA patientsAdult men and women
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meeting the following criteria (i) Diagnosed with RA with following criteria: Inflammatory
symmetric polyarthritis ofg weeks, with physician documented synovitis in medical records
(past or current) consistent with RA, with or without rheumatoid factor, anti cyclic citrullinated
peptide or radiologic evidence of RA. Exclusion of another etiology for above. (i) Réa= 0
by rheumatologist at either RUMC or JSH. This will allow us access to full medical records to
correctly gauge the prevalence of CVRS. (iii) Informed corBeRHCR(i) Physicians providing
primary care to the RA patients recruited for this stddythe EI group. Definition of PHCP has
been previously provided (section F), (ii) Informed consent (iii) Not providing PHCP to RA
patients in the norEl group.

|.2.Methods: 1Education intervention development phase: The primary outcome of the
intervention development phase will be patiesentered El video and PHCéntered

education El to increase CVRA in RAjfiteedisciplinary studyeam will develop anulti-level
web-based Efor CVRA targe'gggjv-;ﬁﬁA patients aﬁ'HLﬂﬁair PHCPs. This team wilit afrgsh

RA patients and the pang}ﬁf“expe i g elogy, rﬁreygntive cardiology/endocrinology,
and experimental health®and s@éfal psychololyyimprolg,overallRA patient outcomes, our
educational approachfor thegiVeb-based El is specifically alfied at-‘@anging the knowledge,

and thus health behaviors 8f RA paf%t andiheif PACP. v

Educational Approﬁgh: @ thedevelopment of the web-based El blg;i, Figure 1), we will
utilize credible, useful finnovative e R nRIatform and inglut fi@imion leadersin the
therapeutic area;*; All @ducational cotelw rner centridn @ppréach, language and
content (Table 2$Con nt appropriateness of thailored intervention Nill be verified by

g RA patients or their

the health experts. Pracesseg, of change will be foduzgihcreas X
anA(?LrjIn@&ﬁ awageness,of the need fobii@nge.
ilMbe i

PHCP CVRA in genera
20-30 minute You'-\‘ be El vide developed using sci

(Table 2). o

=,

Tatﬂ"‘eg; Devel at of Content for Education
Audience [Major Areas in Content‘%elo Key Featt o
Patients _|1) What is CVD and CVD#nDefinition of CVD, Leading cause of@féa’th

2) CVD in Women leading,cause of death in en
3) Traditional CVR facter _|Modifiable aanNM%ﬂ
4) Autoimmune diseases and JAmerican Heart Association Guidelines (AHA) for CVR in women.

5) RA and CVD Major cause of mortality in RA

6) RA specific CVR factors |Disease activity, duration, medications

US preverite services task force guidelines, National Cholesterol Education Progr
7) Suggested CVRS applicabl{guidelines, EULAR guidelines

8) Patients role in CVRS For traditional CVR factors, contact PHCP; For RA factors contact Rheumatologist]
PHCP 1) G/D in USA Burden of CVD in US

2) CVD in Women Morbidity and mortality with CVD among women, Under recognized

3) Traditional CVR factors |Framingham Risk factors and calculations

American Heart Association Guidelines (AHA) for CVR in women, egpegiallupus a
4) Autoimmune diseases and {psoriatic arthritis. Suggested adjustment for RA

5) RA and CVD Review of evidence based literature for RA and CVD

6) RA specific CVR factors |Review of literature on RA associated factors associated Wit € inflammation
Gaps in CVRS in RA, US preventive services task force guidelines, National Cholg
7) Suggested CVRS in RA |Education Program guidelines, EULAR guidelines

8) PHCP role in CVRS For traditional CVR factors, contact PHCP; Fda&#érs contact Rheumatologist, PQR

-
|
5a

[
Veb-basediintervention

al B
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The finalized EI will be pretested amond® RA patients and Physicians. Table 3 summarizes

the way the plannednethods address the established needs or identified gaps.

Table 3: Approach to the needs and identified gaps in cardiovascular risk awareness.

Established Need/Gap

Type of need/ Gap

Adressal of need/Gap through this study

Women have unique @Vrisk Factors

Knowledge

Autoimmunity eg RA is a risk factor for CVD in
women. We would foster education about this
among women with RA and their PHCP.

The death rates from CAD in US women
35-54 yrs of age are increasing

Knowledge, Performance

By educating RA patients and PHCPualfA
and CVD risk, especially in women, we expect
PHCP and patients to partner CVRS in RA
women, and decrease mortality.

Major cause of mortality in RA is CVD

Knowledge, Performance

4'}}{':;)1 m’ﬁj.}"\r

By educating RA patierBHCP afut RA and
CVR, we expect thenm to partner to screen

A g ior CVR in RA, and decrease mortality. Also by

.

documenting poor CVRA among RA Patients
an sicians, guidelines could be developed
0 ascnﬁeqesponsmlllty and develop quality

initiatitives through physician
ments.

¥
Status of CVRS in RA is f from
even in Medicare age group pati
"
=
%
v,

There is a lack of knowlé‘_‘d e in géneral
about CVD risks in Womeéqnd the

physigans ‘%

\ patierBBHCP about RA and
hysiciaRsi® would

screenfor CVR in RA , and decrease

so by documenting poor

aboutiGVD risks among RA Patients

ns, glidelines could be developed

ility and develop quality

tiniti%l’tives through physician

ents_gy.‘

: patlenBHCP about CVR in
, we expect physiciaf$-HCP would

er to sgrﬁen for CVD risks , and decrease
ortality, £

Physicians providing care to &T&.
patients may not be clear on whose! P-

and/or treatment

responsibility it is to screen for CVD riskis |»
P

Clear de "gnation of rheumatologist to address
RA‘s‘ﬁecific CVD risk factpwhile working
laboratively with the PHCP on adressal of
traditional risk factors will be presented to the
patient-PHCP dyad in the intervention. By
documenting lack of understanty on
percieved responsibility about CVRS among
various physicians, guidelines could be
developed to ascribe responsibility and
develop quality improvement initiatitives
through physician linked reimbursements.

No studies exist yet in the United States
in RA ascertaining patient or physician
CVRA, despite the documented
increased risk of CVD in RA.

Processes

The study wilfill in the gap by providing this
data for USA, and hence help locate
opportunities for improvement.

Noeducational interventions targeting
patient-physician CVRA are yet available
for RA patients.

Knowledge, Performance,
Competence, processes

The study will help us understand if using the
latest technology of you tube to deliver the
active educationahttervention can result in
improvement in knowledge.
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El fidelity monitoringwill be undertaken through following (a) Delivery of intervention and
process: web system will track how long each participant (Patient or PHCP) stayed on to the
web-based YouTube El video, before moving on to the follow up 1 survey, (b) Receipt fidelity:
performance of CVRA at follow up 1 for patients and PHCPs, and (c) Engfitielity: use of
credibility survey (described later).

. Pilot-testing phase procedures are summarized in Table 4 and figure 1.

Table 4: Study Procedures

Participant Procedure Baseline (Day 0) FU 1 (Day 0) FU 2 (2-3 month) FU (1 Year)
Focus Group (RA) n=5 Informed Consent K
Demographics K
Interviews K
CVR Surveya it
Honorariuii($25) K g L
Pretest (RA) n=10 Infogmied"Consent B
ﬁﬁogra i K i
You Tub@Video K R,
_ﬁ:" I iews K i |
&h. R Survﬁ Yy
orarim ( =
RA patients n=150 (Elﬁ' ormed Conosntl ™ i
g Demographics K L
<4 CVR Survey %n) K (In person c(In person)
[~ You Tube Video !
[ Honorarium ($25) K LK
] Medical Chart K . K
RA Patients " >
n=150 (non 1) formﬁ’ v rVﬂ | 2
EL emograpHies K ity
pra X R Survey K (In person) 44K (In person)
IIEF Youlube Video 1
{-iHonora ($25) K “:"‘!" K
"f'IMedlca_I ¢ -._# X
| View o
PHCP InfornieConsent K g
n=50 Demogrw. ¥
CVR Survey ! K (Email)
YouTube Video K

Assessment of CVRA in Patiedtiier informed consent, each participant will be assigned a
unique study number, which will be used to pair data from the-jred postintervention visits.
Participants will be given an online survey tbtl assess their CVRBaseline Patient surviy

A You Tube video will be shown to the patient on a tablet or a computer screen. The video
recording will be of 2€B0 minutes duration to avoid attention fatigue. Immediately after
viewing the video, eachgtient will be given the CVRA online survegllow up Patient survey
1). An exit online credibility survey will be used to gather feedback on credibility- (user
friendliness, content, understandability, and relevance), barriers experienced in using the web
based intervention and any suggestions (ofed). To assess retention of knowledge,
between 23 months after the baseline visit the second pogervention assessment&pllow

up Patient survey)ausing the same CVRA survey will be administered omitaw up survey

06/02/2017 Page | 10



ORA: 14090405-IRB01 Date IRB Approved: 10/31/2016 Amendment Date: 7/6/2017

2 will be paired data. Medical charts records will be reviewed to quantify prevalence of CVRS
by PHCP (within ongear period precedig baseline visit) at baseline and eyear follow up

visit. For patients whose PHCP is not within Rush University Medical Center or John H Stroger
Hospital, we will contact their local PHCP to obtain their pertinent medical records to quantify
prevalenceof CVRS by PHCP (within gm@&r period preceding baseline visit) at baseline and
one-year follow up visit. Study participants will be asked to provide informed consent to
communicate with their PHCP and access to their medical records to allow for asséssm
CVRS.

Assessment of CVRA in PHEPKCPs will be contacted by email. Acceptance to proceed with
the study online will be taken as informed consent. Online survey on their B&R&lihe PHCP
survey will be evaluated using case scenarios develagetifically for this purpose, followed

by a YouTube video developed u ﬁggpmp ed literature review, specially including
autoimmune diseases and r| D in women afli-dfﬁA This will be developed at the level of
the targeted audience aq_g.m"ZBD ' ON Theﬁ?ﬁplLthen be prompted to take the
same case scenario baged sygpié S§ess their, EMRW (ip PHCP survey 1

An exit online credibj Fﬁy su ibackion credibility-(user

friendliness, contat d tandﬁ[ﬁ&ﬂe), ba erienced in using the web
based mterventlo [ A
[.3.Tools: ?

o

ompanents:

Survey to assesgcv

1. The content O%ﬁ r ﬁlﬁd‘ ogr, hic_;gnd self reported past
medical history, ily 'st {1 megicatigns, current weight and
height. This will béil_'_aﬁdml tered to RA. =

I‘|I'-
3
eart Sauestionnaire

Perception of risk oﬁ#gart 0
(HDFQ)(24) will be mo&i-ﬁed to autouﬁmune diseases (including
RA).Relevant componen FactorSurveillance System (BRFSS) 2013
survey from US Centers for I‘_5'r Control 2013 hisclutle sections and modules

on hypertension awareness (2 |tem ‘awareness (3 items), chronic health
conditions (12 items), tobacco use (5 |tems), pre diabetes and diabetes (10 items),
cardiovascular health (7 items), Mental lliness and Stifffiatems) and Emotional Support

and life satisfaction (2 items).

2. The content of PHCP surveys: A survey to assess CVRA in PHCPs will be developed. This
survey development will be guided by the-itwestigators and a questionnaire adapted from
BRFSS and tanal Health and Nutrition Examination Survey (21) that was used previously in a
similar study (8). The survey will be modified to include questions about CVRA in women and in
autoimmune diseases. In addition, five hypothetical case scenarios will blednedh various
combinations of CVR in patients with and without autoimmune disease, and PHCP will be
asked to select the CVRS indicated and strategies to optimize the gagientA Y RA @A Rdzl f

The finalized surveys used for CVRA will be pretemteong 510 RA patients and Physicians.
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l.4. Incentives: For the participating RA, a $50 honorarium will be provided at baseline and
follow up visit (&ble 4).

|.6. DataPatient Demographic (age, gender, ethnicity), Semtonomic status (education) and
RA pertinent data (duration, presence of Rheumatoid factor and/or anti cyclic citrullinated
peptide, bony erosions, medications (including steroidg hiologics)). Self reported CVRA
(Overall, Traditional and RA) will be assessed at baseline, immediately after viewing the video
(follow up 1), and after-8 months (follow up 2).

PHCPDemographic (age, gender, ethnicity), type of physicians (Interedidihe, Family

practice, Rheumatologist), years since completion of residency in Internal Medicine or Family

Practice, years since board certificatio E?é re,utl board certification status, setting of practice
proximate number of RA patients

(academic, community or priv
seen yearly. Self reporte%%\ﬁ i " %BA) will be assessed at baseline,
immediately after viewiﬁﬁ e Vigdéo (i ; afted-Bonths (follow up 2).

Rates for CVRS at bﬁ'gel @l on a r for.all RA pa
determined using’fche Ist. eﬁ_

|.7. Proposed Analysegt (Table 1) SPSS software will be use@iifor élata analyses. Data distribution
will be evaluateds"Stafdard descripm willsed to analyze{a) patient
characteristics: gémog@raphics, soci tatus, RA disease pertinent information; and (b)

PHCP charactefisticsfdem ographlcs type of physician and practicel board certification status,

ts (with and without EI) will be

and annual countpf R pati icsi@nd disease
characteristics ofiRA patie cte@using chi square and t test

analysis. 3

o
l. Interventiﬁfﬁ .ﬁﬂr
Aim 1. Qualitative analyé%!ﬁ.wlll be UiSe ga ] %@ﬁhe contetgyance, easef-
use, credibility and delivery of his data will be used to refine the
intervention. Descriptivél fldel|t 5 alvsmsll be undertaken (mean duration

(Patient or PHCP) engagement YouTube Ebvmbmpletlon of CVRA at follow up 1 for
patients and PHCPs, and credibility survey data). Latter data will evaluate the need, ease,
content and understandability, relevance of the El.

Engagement of audienceill be judged through observation of body tarage RA patients

during the entire study. In addition, feedback on the credibility of the intervention is being
sought from both the patients and PHCP to establish its-tremndliness, content, relevance

and understandability. Moreover, special effohtave been undertaken to limit survey burden
and limit the duration of the EI to allow for full engagement of the participants. We feel that
the technology platform being used for the intervention, brevity, its speed and ease will allow
for greater audiencengagement.

Il. Pilottesting phase.
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Aim 2A. To compare changes in CVRA in RA patients (a) aftebassul EI. We hypothesize
that 20% increase iaveral CVRA (measured using standardized surveyj3atidnths post
intervention; (b) with and without welbased EIl. We hypothesize significantly greater
improvement inoverall CVRA among RA patients with El as compared to non EIl group, at 2
months.

For patents (a) Overall CVRA (ORA), (b) Traditional CVR awareness (TRA) (c) RA CVR awareness
(RARA) will be calculated. Awareness of all 18 CVR being tested (listed in section 1) will denote
100% CVR awareness. To score ORA, p&tignt O2 NNB Oi NBwaielegsdo®dch RSy 2 (A
of the 18 CVR being tested will be calculated in percentage of total responses. Expeaific

CVR awareness for traditional CVR (TRA) and RA (RARA) will be scored separately using the

same strategy.

Paired t tests to compare prewm% ient overall CVRA for our primary

outcome of interest will b__ei_ﬁb: ormed, Effegtssize of gaiAs in overall CVRA for RA patients after
El (Follow up survey 2 basglif€) will be calctlated. Wetwill then compare percent change in
overallCVRA rates (bgtweegiaseline and follow up 2)"si | square analysis, among El and

non-El patients W?RA. AP vahﬁgﬁﬂsider igriificant on two tailed tests.
Aim 2B. To explor_b_,ch jges in ¢ C creeningy{CVRB paimary health care
visits among RAj!atie s with and \AI\EITB‘ 3

The medical reéds of RA patients vt hout EI will be

risk reduction plan (me
calculated, and camparg
significant on two iﬂled

g
viewed in electronic medical
e prévalence of CVRS and CVD
imogg El and non EI groups will be
e 05 Will be considered

ﬁ.
Exploratory analysizjéﬂ imprayementPHCP overall C\URA usilﬁ*énalysis similar to those
discussed for aim 2a Wﬂl‘-be undestaken, a post hoelpower ysis and effect size will be
obtained. In addition explﬂi?,a.tqry univarate anc multiv%ﬂgﬁ logistic or linear regression
analysis for patienand PHC 1 tes of CVRS ne) and change in CVRS will be
performed. Improvements in Traditi ﬁﬂme'ﬁSCVRA among RA and PHCPs will be
assessed.

J. Dissemination plan: The first step in disseminating outcomes will be to share the resfilts
the study with the participants of the study, RA patients and their PHCP.

Next, the results of the study would be submitted for presentation at a regional or National
conference pertinent to primary care providers, rheumatology and preventive cagyiolo
audience. Options include American College of Physicians, Quality improvement
conferences, American College of Rheumatology, American Heart Association and @amen
health Conferences. Preparation and publication of the manuscript will be the pivopairste
disseminating the outcomes. Potential target journals for submission could be from Internal
Medicine, Preventive Medicine, Cardiovascular, Outcomes or Rheumatology based. General
Medicine Journals targeted could include Journal of American Medicatiaien, Lancet,
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while cardiology journal circulation may be of interest. Rheumatology journals of interest would
includeJournal of Rheumatology, Aritis Care and Research, Annals of Rheumatic Diseases
Arthritis Research & Theragyublication of data may encourage discussion or statement from
the National organizations with strategies to increase CVD risk awareness and screening.
Continuing medial education activities could be built based on the results dissemination.

We feel thatweb-based Etould reach many more RA patients in a timely fashion without
using many resources. In addition, this strategy could provide patients ease, flexikdlity an
privacy with their educational module administration. National organizations such as the
Arthritis Foundation and with support of such wéhsed resources through unrestricted
educational funds could further mobilize this intervention to across the globe

K. Project Timeline: Major study progesses:andata accrual with corresponding anticipated
timeline are shown below in fig ditimelines for entire project are shown in
Table 5 below.

ain processes and data

Develop Educational
Develop Surveys: Patient and

- Intervention 1/2015-6/30/15

videos

—

Pretest

PHCP of
Web EI RA
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Table 5: Project Timeline and Deliverables

Deliverable

Tasks

Date

Institutional Review Board

Regulatory documents, HIPPA etc for RL
and JSH

1/1/2015-3/1/2015

Develop Study Documents

Defining processes, training of researct
assistant, study cordinator,
incentives/parking organization

1/30/2015-3/1/2015

CVR Surveys

Modify the existent survey tools, Obtair
permission ér use of surveys, Collaborati
meetings to discuss content and format
Develop Case Scenarios for Physicians
Reviews, Refinement , Pretest surveys

3/1/2015 to 5/30/2015

g NS H{J‘v‘h\ -
You tube Educational modukat Fﬁqab"ﬁroup gather pérunen.t content 6/30/2015
£ Iop tran ipts,
,gf'v’ e|, schedule

ecording, recording, editing,

c testﬁ}g
v

refinE% I lfls l l
Gat ent, parse

information, develop transcript, as

reading/IRtLBbility level, sche
recording), réc . editing, pretestiilg

refining

?{‘30/2015
-

RA and PHCP recruitm

Ty

7/4/2015 to 7/1/2016

ent st
Medical Chart reviews foBRA
patients Baseline e‘&

|dentification of \
data entry

VIEV

4
rly

7/1/2015 to 7/30/2016

Identification of PHCRgurevie
records, data entnOne y@ar

Follow up "

dentification of PHCP, revie

7/1/2016 to 8/15/2017

n.
Data Management '

'Rata entry, data cleaning, simple anady:

7/15/2015 to 10/15/2017

Simple Results

Statistical-analysis nterpretation

11/15/2017

Presentation of Results

Abstracts writing, submission and
presentation

11/15/2017 to 1/1/2018

Manuscript

Writing of manuscript, submission

12/30/2017 to 3/31/20B

L. Additional Information: Abbreviations glossary is provided below.

RA (Rheumatoid Arthritis); PHCP (Primary health care provider); ElI (Educational intervention);

CVD (Cardiwascular disease); CVR (Cardiovascular risk); CAD (Coronary artery ;d3¢éRse)

(Cardiovascular risk awareness); CVRS (Cardiovascular risk screening);RUMC (Rush University

Medical Center), JSH (John H Stroger Hospital); PI (Primary investigatai(zaCo
investigator); NIH (National Institute of Health).
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